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- r/?e MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and v^ill expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)13 Responsive to communication(s) filed on 22 June 2006 . 
2a)\3 This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 . 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-22 is/are pending in the application. 

4a) Of the above claim(s) 1-11 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 12-22 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 3 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomri PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants' election of Invention of Group II, claims 12-22, in response to the 
restriction requirement mailed May 23, 2006 is acknowledged. Because applicants did 
not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). Therefore the requirement is still deemed proper and is made FINAL. 

Status of the claims 
Claims 1-22 are pending. Claims 1-11 are withdrawn for pertaining to nonelected 
subject matter. Claims 12-22 are presently under examination. 

Priority 

The current application filed on April 4. 2005 is a 371 of PCT/US03/33649 
10/23/2003, which claims benefit of provisional application 60/421 ,042, filed October 25, 
2002. 

Preliminary Amendment 
The preliminary amendment filed April 4, 2005 has been entered. 

Information Disclosure Statement 
The IDS filed April 4, 2005 has been received and is signed and considered, a 
copy of the PTO 1449 is attached to the following document. 

Specification 

The disclosure is objected to because of the following informalities: 
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The use of the trademark DESFERAL, page 26, line 9, has been noted in this 
application. It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-22 are rejected under 35 U.S.C. 112, second paragraph, as being 
Indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 13-22 provides for the use of what appears to be, as written claims 12- 
13, 16 and 20 [sic] although in actuality and ail probability, a liposmal suspension, but, 
since the claim does not set forth any steps involved in the method/process, it is unclear 
what method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

In claims 13-22 applicants cite the use of various claims, although it Is apparent 
that the applicants really mean the use of the composition of claims 12, 13, 16 and so 
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on. It is advised to the applicants to remove the "use of language" in its entirety and 
replace it with "the composition" of claim 12, 13, 16 and so on. 

In claim 20, "tim4es", [sic] line 3, and does are misspelled. They should be 

"times" and "dose". 

In claim 21, the phrase "wherein said does", does not make sense. Wherein said 

what? The medicament, composition, lipoprotein SUVs or 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 13-22 are rejected under 35 U.S.C. 101 because the claimed recitation of 
a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products. Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 12-19 are rejected under 35 U.S.C. 102(b) as being anticipated by Rye et 
al., 1996. 
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It is noted that, "products of identical chemical composition can not have mutually 
exclusive properties." A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties 
applicant discloses and/or claims are necessarily present. In re Spada, 91 1 F.2d 705, 
709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990) (Applicant argued that the claimed 
composition was a pressure sensitive adhesive containing a tacky polymer while the 
product of the reference was hard and abrasion resistant. "The Board correctly found 
that the virtual identity of monomers and procedures sufficed to support a prima facie 
case of unpatentability of Spada's polymer latexes for lack of novelty."). 

Rye et al. disclose a liposomal suspension of lipoprotein small uniamellar 
vesicles (SUVs) comprising 1-palmitoyl 2-oleoyl phosphatidylcholine and shingomyelin 
(Abstract, page 4243 and Table 1, page 4245) (present claims 12-19). 

Thus Rye et al. teach all the elements of claims 12-19 and these claims are 
anticipated under 35 USC 102(b). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
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were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 20-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rye et a!., 1996 in view of Cochrane et al., US Patent No. 6,013,619. 

Rye et al. disclose a composition as mentioned above. 

Rye et al. do not teach that the composition is suitable for administration one to 
three times per week, wherein the dose is about 200-450 mg total lipid/kg body weight 
and is suitable to be administered intravenously via injection. 

Cochrane et al. teach a liposomal suspension of lipoprotein small uniamellar 
vesicles (SUVs) that is suitable for administration one to three times per week, wherein 
the dose is about 200-450 mg total lipid/kg body weight and is suitable to be 
administered intravenously via injection (column 15, lines 34-45; column 16, lines 14-23 
and column 28, lines 58 through column 29, lines 1-9). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to prepare a composition comprising liposomal suspension of 
lipoprotein small uniamellar vesicles (SUVs) that is suitable for administration one to 
three times per week, wherein the dose is about 200-450 mg total lipid/kg body weight 
and is suitable to be administered intravenously via injection for the advantages of a 
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composition that is used for the treatment of respiratory distress syndrome as taught by 
Rye et al. Cochrane et a!., see Cochrane et al. at column 1 , lines 24-32. 

Conclusion 

No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert B. Mondesi whose telephone number is 571- 
272-0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EEC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Robert B Mondesi 
Patent Examiner 
Group 1653 
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